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From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF ELECTION 
(PCT Rule 61.2) 


To: 

uommissiOii8i 

US Department of Connnnerce 
United States Patent and Tradennark 
Office, PCT 

2011 South Clark Place Roonn 
CP2/5C24 

Arlington, VA 22202 

in its capacity as elected Office 


Date of mailing (day/month/year) 
07 June 2001 (07.06.01) 




International application No. 
PCT/USOO/19267 


Applicant's or agenf s file reference 
14114.0342P1 


International filing date (day/month/year) 

14 July 2000(14.07.00) 


Priority date (day/month/year) 

15 July 1999(15.07.99) 


Applicant 

FIELDS, Howard, A. et al 



1 . The designated Office is hereby notified of its election made: 

I X| in the demand filed with the International Preliminary Examining Authority on: 

09 February 2001 (09.02.01) 



I I in a notice effecting later election filed with the International Bureau on: 



The election 



0 
□ 



was not 



made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 



The International Bureau of WlPO 


Authorized officer 








34, chemin des ColomlMttes 


Henrik Nyberg 




1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 
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Copy for the Elected Office (EO/US) 
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From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF THE RECORDING 
OF A CHANGE 

(PCT Rule 92bis.1 and 
Administrative Instructions, Section 422) 


To: 

SPRATT, Gwendolyn, D. 
Needle & Rosenberg, P.C. 
127 Peachtree Street, N.E. 
Atlanta, GA 30303 
ETATS-UNIS D'AMERIQUE 


Dnt^ nf mailinn fHav/mnnth/v/pnr) 
voiv VI tiiaiiiiijj ^vio y 1 1 lui III y / 

28aout2001 (28.08.01) 


Applicant's or agent's file reference 
14114.0342P1 


IMPORTANT NOTIFICATION 


International application No. 
PCT/USOO/19267 


International filing date (day/month/year) 
14juillet 2000(14.07.00) 



1. The following indications appeared on record concerning: 

X the applicant [j^ the inventor the agent the common representative 


Name and Address 

THE GOVERNMENT OF THE UNITED 
STATES OF AMERICA, as represented 
by THE SECRETARY OF THE DEPARTMENT 
OF HEALTH AND HUMAN SERVICES 
Centers for Disease Control and 
Prevention, Technology Transfer Office 
Building 4, Suite 1103, M/S E-67 
Executive Park Drive 
Atlanta, GA 30329 


State of Nationality 
US 


State of Residence 
US 


Telephone No. 


Facsimile No. 


Teleprinter No. 


2. The International Bureau hereby notifies the applicant that the following change has been recorded concerning: 
1 1 the person X the name X the address the nationality [[^ the residence 


Name and Address 

THE GOVERNMENT OF THE UNITED 
STATES OF AMERICA, as represented 
by THE SECRETARY, DEPARTMENT OF 
HEALTH AND HUMAN SERVICES 
Centers for Disease Control and 
Prevention, Technology Transfer Office 
1600 Clifton Road, N.E., M/S E-67 
Atlanta, GA 30333 
United States of America 


State of Nationality 
US 


State of Residence 
US 


Telephone No. 


Facsimile No. 


Teleprinter No. 


3. Further observations, if necessary: 


4. A copy of this notification has been sent to: 
1 X| the receiving Office the designated Offices concerned 
1 I the International Searching Authority the elected Offices concerned 
1 X| the International Preliminary Examining Authority [ | other: 



The International Bureau of WIPO 


Authorized officer 


34, chemin des Colombettes 


Fiona DOHERTY 


1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 



Form PCT/IB/306 (March 1994) 004241791 



RECEIVED 

SEP 0 5 2001 
NEEDLE & R0SENBER6 
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From the INTB 



NOTIFICATION OF THE RECORDING 
OF A CHANGE 

(PCT Rule 92bls.1 and 
Administrative Instructions, Section 422) 



Date of mailing (day/month/year) 
28 August 2001 (28.08.01) 



To: 



Name/Date 



SPRATT, Gwendolyn, D. 
Needie & Rosenberg, P.C, 
127 Peachtree Street, N.E. 
Atlanta, GA 30303 
ETATS-UNIS D'AMERIQUE 



Applicant's or agent* s file reference 
14114.0342P1 



IMPORTANT NOTIFICATION 



International application Noi 

PCT/USOO/19267 



International filing date (day/month/year) 
14 July 2000(14.07.00) 



1. The following indications appeared on record concerning: 

the applicant the inventor | | the agent 



I I the common representative 



Name and Address 

THE GOVERNMENT OF THE UNITED 
STATES OF AMERICA, as represented 
by THE SECRETARY OF THE DEPARTMENT 
OF HEALTH AND HUMAN SERVICES 
Centers for Disease Control and 
Prevention, Technology Transfer Office 
Building 4, Suite 1103, M/S E-67 
Executive Park Drive 
Atlanta, GA 30329 



State of Nationality 
US 



Telephone No. 



State of Residence 
US 



Facsimile No. 



Teleprinter No. 



2. The International Bureau hereby notifies the applicant that the following change has been recorded concerning: 

□ 

the person the name [x] the address the nationality the residence 



Name and Address 

THE GOVERNMENT OF THE UNITED 
STATES OF AMERICA, as represented 
by THE SECRETARY, DEPARTMENT OF 
HEALTH AND HUMAN SERVICES 
Centers for Disease Control and 
Prevention, Technology Transfer Office 
1600 Clifton Road, N.E., M/S E-67 
Atlanta, GA 30333 
United States of America 



State of Nationality 
US 



Telephone No. 



State of Residence 
US 



Facsimile No. 



Teleprinter No. 



3. Further observations, if necessary: 



4w A copy of this notification has been sent to: 
I X[ the receiving Office 
I I the International Searching Authority 
I X| the International Preliminary Examining Authority 



I I the designated Offices concerned 
I X[ the elected Offices concerned 

I I other: 



The International Bureau of WlPO 
34, chemtn des Colombettes 
1211 Geneva 20, Switzerland 



Facsimile No.: (41-22) 740.14.35 



Authorized officer 

Fion^DOHERTY. 
Telephone No.: (41-22) 338.83.38 
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To: 

SPRATT. Gwendolyn D. et al. 
NEEDLE & ROSENBERG. P.O. 
127 Peachtree Street, N.E., 
Suite 1200 

Atlanta, GA 30303-1811 
ETATS-UNIS D'AMERIQUE 
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by fax and post 
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PCT 

WRITTEN OPINION 
(PCT Rule 66) 



Date of maliing 
(day/monWyear) 



10.09.2001 



Applicant's or agent's file reference 
14114.0342P1 



REPLY DUE within 1 month(s) and 15 days 

from the above date of mailing 



International application Nu. 
PCT/USOO/19267 



intdmaticnat fiting date (day/rnonth/year) 
14/07/2000 



Priority date (day/month/yea^) 
15/07/1999 



International Patent Classification (IPC) or both national classification and IPC 

C07K14/00 



Applicant 

THE GOVERNMENT OF THE UNITED STATES OF AM... et al 



This written opinion is the first drawn up by this International Preliminary Examining Authority. 
This opinion contains indications relating to the following items: 



I 



Basis of the opinion 



II 


□ 


III 


□ 


IV 


□ 


V 




VI 


□ 


VII 


□ 


VIM 


SI 




land indyctrlal 



citations and explanations supporting such statement 



3. The applicant is hereby invited to reply to this opinion. 

When? See the time limit indicated above. The applicant may. before the expiration of that time limit, 
request this Authority to grant an extension, see Rule 66.2(d). 

How? By submitting a written reply, accompanied, where appropriate, by amendments, according to Rule 66.3. 
For the fonm and the language of the amendments, see Rules 66.8 and 66.9. 

Also: For an additional opportunity to submit amendments, see Rule 66.4. 

For the examiner's obligation to consider amendments and/or arguments, see Rule 66.4 bis. 
For an informal communication with the examiner, see Rule 66.6. 

If no reply is filed, the international preliminary examination report will be established on the basis of this opinion. 

4. The final date by which the international preliminary 

examination report must be established according to Rule 69.2 is: 1 5/1 1/2001 . 



Name and mailing address of the international 
preliminary examining authority: 
. European Patent Office 

^ D-80298 Munich 
J^_, Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 



Authorized officer / Examiner 
Barnas, C 



Formalities officer (incl. extension of time limits) 
Hingel. W 

Telephone No. ^-49 89 2399 8717 
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WRITTEN OPINION 



International application No. PCT/USOO/1 9267 



I. Basis of the opinion 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this opinion as "originaiiy fiied"): 

Description, pages: 



Sequence listing part of the description, pages: 

1-65, as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

H contained in the international application in written form. 

□ filed together with the intemational application in computer readable fonm. 

□ fumished subsequently to this Authority in written form. 

IS fumished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in . 
the international application as filed has been furnished. 

IS The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been fumished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 



Form PCT/lPEA/408 (Boxes l-VIII, Sheet 1) (July 1998) 



1-56 



as originally filed 



Claims, No.: 



1-43 



as originally filed 
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□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 
considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 



6. Additional observations, if necessary: 



V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Claims 1 -8, 1 2-1 4. 1 8-29. 33, 34, 36-43 (NO) 

Inventive step (IS) Claims 35 (NO) 

Industrial applicability (lA) Claims 



2. Citations and explanations 
s e separate sheet 



Vlil. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
s e separate sheet 
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SEPARATE SHEET 



Re Item II 
Priority 

The priority document of the present application has not been available at the time 
of establishing this report. Thus, this report has been based on the assumption that the 
relevant parts of the claims enjoy the priority claimed. Should it later turn out that this is not 
the case, the P/X documents cited in the International Search Report could become 
relevant to the subject matter of the claims. 

Re Item V 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

D1 : WO 97 40147 A (THE GOVERMENT OF USA) 30 October 1997 (1997-10-30) 
D2: WO 89 06658 A (THE UNIVERSITY OF NORTH CAROLINA AT CHAPEL HILL) 27 July 1 989 
(1989-07-27) 

D3: DATABASE CHEMABS [Online] CHEMICAL ABSTRACTS SERVICE, COLUMBUS, OHIO. 
US; KUSOV, YU. YU, ET AL: 'Synthetic peptide 62-75 VP3 of hepatitis A virus induces virus- 
binding antibodies' retrieved from STN Database accession no. 115:229890 CA XP002 159265 
& VOPR. VIRUSOL. (1 991 ), 36(2), 114-17, 1 991 , 

D4: DATABASE CHEMABS [Online] CHEMICAL ABSTRACTS SERVICE, COLUMBUS, OHIO, 
US; PING, LI HUA ET AL: 'Antigenic structure of human hepatitis A virus defined by analysis 
of escape mutants selected against murine monoclonal antibodies' retrieved from STN 
Database accession no. 1 16:192243 CA XP0021 59266 & J. VIROL. (1992), 66(4). 2208-16, 
1992. 

1 . Art. 33(2) POT, Novelty 

1.1. The peptides SEQ ID NOs: 7 and 8 (comprising epitopes of both of the HAV 
polypeptides VP4 and VP2), 12 and 16 (comprising epitopes of VP3), 46 and 48 (P2A), 61 
(P2C), 65 (P3A), 66 (P3B), 71 and 72 (P3C) of the specification are already disclosed in 
D1 with the same denominations (see p. 9-1 1). All of these peptides have the amino acid 
glutamine at their carboxyl ends. D1 further discloses the use of said peptides for detecting 
HAV antibodies in mammalian serum (D1: claim 52). Because the detection of such 
antibodies indicates.the presence of HAV, said method represents also a procedure for 
detecting HAV in a mammal. D1 further discloses the use of said antibodies for acute 
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phasi 




D1 is therefore novelty destroying for claims 1-8, 12-14, 18-29, 33, 34 and 36-43. 

1 .2. D2 (p. 1 1 , In. 4 and claims 3 and 4) discloses two peptides (DSVGQQ and SDSVGQ) 
containing epitopes of the VP3 polypeptide. Said epitopes are present in the peptides SEQ 
ID NOs: 13-15 of the specification. These two peptides are ennbraced by claims 1 , 2, 6 and 
8. D2 (p. 12, In. 23-29, claim 15) further discloses the use of said peptides for diagnostic 
purposes and the detection of HAV antibodies. 

D2 is. therefore, novelty for claims 1 , 2, 6, 8, 33. 36. 42 and 43. 

1.3. D3 discloses the peptide AQFPFNASDSVGQQ containing an epitope of the VP3 
polypeptide. The sequence of this peptide was derived from the Chemical Abstract 
corresponding to D3. Said sequence overlaps with the SEQ ID NOs: 13-15 of the 
specification. The peptide of D3 is, therefore embraced by claims 1 , 2 and 6. Because the 
peptide of D3 and SEQ ID NOs: 13-15 contain the residues Asp-70 and Gln-74 which are 
suggested to contribute to epitopes (see D4). all of these peptides are expected to bind the 
same antibodies. 

D3 is, therefore, novelty destroying for claims 1,2,6 and 8. 

2. Art. 33(3) PCT, Inventive Step 

The use of synthetic peptides with a label for the detection of antibodies is a standard 
method in this field. The skilled person would, therefore, use such labelled peptides when 
carrying out the methods of D1 (closest prior art) or D2 without the exercise of inventive 
skill. Claim 35 is, therefore, not Inventive. 

Re Item VIII 

Certain observations on the international application 
Art. 6 PCT, Clarity 

Dependent claims 22 and 23 refer to "peptides of claim 1 8" and describe sequences 
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of the P3A protein. Claim 18, however, is directed to the P2C protein. Claims 22 and 23 
have, therefore been examined as referring to claim 21 (see p. 19, In. 2-9 of the 
specification). 

The applicant is requested to file new claims and/or explanations which take 
account of the above comments. The attention of the applicant is drawn to the fact that the 
application may not be amended in such a way that it contains subject-matter which 
extends beyond the content of the application as filed, Art. 34 (2) PCT Therefore, the 
applicant is asked to indicate the basis of any amendments to the claims in the application 
documents originally filed. 
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From the 

INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 



To: 

SPRATT, Gwendolyn D. et aL 
NEEDLE & ROSENBERG, P.O. 
127 Peachtree Street, N.E., 

Atlanta, GA 30303-1811 
ETATS-UNIS D'AMERIQUE 



RECENED 

NOV 2 6 200 



PCT 



NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(PCT Rule 71.1) 



Date of mailing 
(day/month/year) 



19.11.2001 



Applicanf s or agent's file reference 
14114.0342P1 


IMPGRTANT NOTIFICATION 


International application No. 
PCT/USOO/19267 


International filing date (day/month/year) 
14/07/2000 


Priority date (day/month/year) 
15/07/1999 


Applicant 

THE GOVERNMENT OF THE UNITED STATES OF AM... et al 



1 . The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the . 
intemational preliminary examination report and its annexes, if any, established on the intemational application. 



2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to ail the elected Offices. 



3. Where required by any of the elected Offices, the Intemational Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 



4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Offices) (Article 
39(1)) (see also the reminder sent by the International Bureau with Form PCT/IB/301). 



Where a translation of the intemational application must be fumished to an elected Office, that translation must 
contain a translation of any annexes to the international preliminary examination report. It is the applicant's 
responsibility to prepare and fumish such translation directly to each elected Office concemed. 



For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the 
POT Applicant's Guide. 





DOCKETED 

Reviewed 

Name/Date 




Name and mailing address of the IPEA/ 

^ European Patent Office 

^ D-80298 Munich 

Tel. 449 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 




Authorized officer 
Hingel, W 

Tel.+49 89 2399-8717 


i ^ 1 
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PCt 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicants or agenf s file reference 
14114.0342P1 


cryo CI iD-rucD A/^-n/M^i Notification of Transmittal of International 

FOR FURTHER ACTION Preliminary Examination Report (Fomi PCT/IPEA/416) 


International application No. 
PCTAJSOO/19267 


International filing date (day/month/year) 
14/07/2000 


Priority date (day/month/year) 
15/07/1999 


International Patent Qassification (IPC) or national classification and IPC 
C07K14/00 


Applicant 

THE GOVERNMENT OF THE UNITED STATES OF AM... et al 



1. This international preliminary exannination report has been prepared by this International Preiinfiinary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 6 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 



1 




II 


□ 


III 


□ 


IV 


□ 


V 


IS 


VI 


□ 


VII 


□ 


VIII 





Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations suporting such statement 



Date of submission of the demand 

09/02/2001 


Date of completion of this report 
19.11.2001 


Name and mailing address of the International 
preliminary examining authority: 

^ European Patent Office 
(m) D-80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 eomu d 
Fax: +49 89 2399 - 4465 


Authorized officer /"^wcs^j^ 
Barnas, C (| ^ I) 

Telephone No. +49 89 2399 7469 \.*wo:,^ 
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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/USOO/1 9267 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have t?een furnished to 
the receiving Office In response io an InvitauGn under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 17)): 
Description, pages: 

1 -56 as originally filed 

Claims, No.: 

1 -43 as originally filed 

Sequence listing part of the description, pages: 

1 -65, as originally filed * 



2. With regard to the language, all the elements marked above were available or fumished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or fumished to this Authority in the following language: , which is: 

□ the language of a translation fumished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the intemational application (under Rule 48.3(b)). 

□ the language of a translation fumished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

• • • 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the intemational application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

H contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ fumished subsequently to this Authority in written form. 

H fumished subsequently to this Authority in computer readable fonm. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the intemational application as filed has been fumished. 

H The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been fumished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional obsen/ations, if necessary: 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


9-11, 15-17, 30-32, 35 




No: 


Claims 


1-8. 12-14, 18-29, 33. 34. 36-43 


Inventive step (IS) 


Yes: 


Claims 


9-11, 15-17. 30-32 




No: 


Claims 


35 


Industrial applicability (lA) 


Yes: 


Claims 


1-43 




No: 


Claims 





2. Citations and explanations 
see separate sheet 



VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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Re Item II 
Priority 

The priority document of the present application has not been available at the time 
of establishing this report. Thus, this report has been based on the assumption that the 
relevant parts of the claims enjoy the priority claimed. Should it later turn out that this is not 
the case, the P/X documents cited in the International Search Report could become 
relevant to the subject matter of the claims. 

Re Item V 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

D1: WO 97 40147 A (THE GOVERMENT OF USA) 30 October 1997 (1997-10-30) 
D2: WO 89 06658 A (THE UNIVERSITY OF NORTH CAROLINA AT CHAPEL HILL) 27 July 1 989 
(1989-07-27) 

D3: DATABASE CHEMABS [Online] CHEMICAL ABSTRACTS SERVICE, COLUMBUS. OHIO, 
US; KUSOV, YU. YU. ET AL •Synthetic peptide 62-75 VP3 of hepatitis A virus induces vims- 
binding antibodies' retrieved from STN Database accession no. 1 15:229890 CA XP0021 59265 
& VOPR. VIRUSOL (1 991 ), 36(2), 114-17, 1 991 , 

D4: DATABASE CHEMABS [Online] CHEMICAL ABSTRACTS SERVICE, COLUMBUS, OHIO, 
US; PING, LI HUA ET AL: 'Antigenic structure of human hepatitis A virus defined by analysis 
of escape mutants selected against murine monoclonal antibodies' retrieved from STN' ' 
Database accession no. 1 16:192243 CA XP002159266 & J. VIROL (1992). 66(4), 2208-16, 
1992. 

1. Art. 33(2) POT, Novelty 

1.1. The peptides SEQ ID NOs: 7 and 8 (comprising epitopes of both of the HAV 
polypeptides VP4 and VP2), 12 and 16 (connprising epitopes of VPS), 46 and 48 (P2A), 61 
(P2C), 65 (PSA). 66 (PSB), 71 and 72 (P3C) of the specification are already disclosed in 
D1 with the same denominations (see p. 9-1 1). All of these peptides have the amino acid 
glutamine at their carboxyl ends. D1 further discloses the use of said peptides for detecting 
HAV antibodies in mammalian serum (D1: claim 52). Because the detection of such 
antibodies indicates the presence of HAV, said method represents also a procedure for 
detecting HAV in a mammal. D1 further discloses the use of said antibodies for acute 



Form PCT/Separate Sheet/409 (Sheet 1) {EPO-April 1997) 



% % 

INTERNATIONAL PRELIMINARY International application No. PCT/USOO/1 9267 

EXAMINATION REPORT - SEPARATE SHEET 



phase infection and convalescence (see p. 37, In. 13-25). 

D1 is therefore novelty destroying for claims 1-8, 12-14, 18-29, 33, 34 and 36-43. 

1 .2. D2 (p. 1 1 , In. 4 and claims 3 and 4) discloses two peptides (DSVGQQ and SDSVGQ) 
containing epitopes of the VPS polypeptide. Said epitopes are present in the peptides SEQ 
ID NOs: 13-15 of the specification. These two peptides are embraced by claims 1 , 2, 6 and 
8. D2 (p. 12. In. 23-29, claim 15) further discloses the use of said peptides for diagnostic 
purposes and the detection of HAV antibodies. 

D2 is, therefore, novelty for claims 1 , 2, 6, 8, 33, 36, 42 and 43. 

1.3. D3 discloses the peptide AQFPFNASDSVGQQ containing an epitope of the VP3 
polypeptide. The sequence of this peptide was derived from the Chemical Abstract 
corresponding to D3. Said sequence overlaps with the SEQ ID NOs: 13-15 of the 
specification. The peptide of D3 is, therefore embraced by claims 1 , 2 and 6. Because the 
peptide of D3 and SEQ ID NOs: 13-15 contain the residues Asp-70 and Gln-74 which are 
suggested to contribute to epitopes (see D4), all of these peptides are expected to bind the 
same antibodies. 

D3 Is, therefore, novelty destroying for claims 1,2,6 and 8. 

2. Art. 33(3) PCT, Inventive Step 

The use of synthetic peptides with a label for the detection of antibodies is a standard 
method in this field. The skilled person would, therefore, use such labelled peptides when 
canying out the methods of D1 (closest prior art) or D2 without the exercise of inventive 
skill. Claim 35 is, therefore, not inventive. 

3. Additional Observations 

D1 (closest prior art) also discloses immunogenic peptides containing epitopes of the 
HAV polypeptides VP1, P2B and PSD. These peptides, however, do not contain Gin at 
their C-termini. The difference between D1 and claims 9-11, 15-17 and 30-32 are, 
therefore, immunogenic peptides containing epitopes of the HAV polypeptides VP1, P2B 
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and PSD with the amino acid Gin at their C-termini. The cited prior art does not contain any 
indication to produce such peptides. Claims 9-11, 15-17 and 30-32 are, therefore, 
inventive. 

Re Item VIII 

Certain observations on the international application 
Art. 6 PCT, Clarity 

Dependent claims 22 and 23 refer to "peptides of claim 18" and describe sequences 
of the P3A protein. Claim 18, however, is directed to the P2C protein. Claims 22 and 23 
have, therefore been examined as referring to claim 21 (see p. 19, In. 2-9 of the 
specification). 
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INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 



The appKcarrt has, alter having received the international search report, one opportunity to amend the claims of the 
international application. It should however be emphasized that, since ^1 parts of the international application (claims, 
description and Sewings) may be amended during the ir4emational preliminary examination procedure, there » usually 
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for the purposes of provisional protection or tias another reason lor amending the claims before international pbulioation. 
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What parts of the Intomatlonal appUcatloti may be mended? 

Under Article 1 9, only the claims may be amended. 
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the International Preliminary Examining Authority. The description and drawings may only be amended under 
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How? Either by oanoelHng one or more entire claims, by adding one or more new claims or by amending the text of 
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Article 19(1)). 

The ddement will be published with the intemationd application and the am ended daims. 
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Authority (see Rule 62.2(a), first sentence). 



Consequence with regard to tranataUon of the mtematlonal application for entry Into the nationd phase 
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intemationai filing date (day/month/year) 

14/07/2000 


(Earliest) Priority Date (day/month/year) 

15/07/1999 


Applicant 

THE GOVERNMENT OF THE UNITED STATES OF AMERICA 



This Intemationai Search Report has been prepared by this intemationai Searching Auttnority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the intemationai Bureau. 

This Intemationai Search Report consists of a total of 3 sheets. 

Pn It is also accompanied by a copy of each prior art document cited in this report. 



Basis of the report 

a. With regard to the language, the intemationai search was carried out on the basis of the intemationai application in the 
language in which it was filed, unless othenwise indicated under this item. 



□ 



the intemationai search was carried out on ttie basis of a translation of the intemationai application fumished to ti^is 
Auttiority (Rule 23.1(b)). 



With regard to any nucleotide and/or amino acid sequence disclosed in the intemationai application, tiie intemationai search 
was carried out on the basis of the sequence listing : 
pn contained in the intemationai application in written form. 
I I filed together with the intemationai application in computer readable form, 
fumished subsequentiy to this Authority in written form, 
fumished subsequentiy to this Authority in computer readbie form. 



□ 

m 



the statement that the subsequentiy fumished written sequence listing does not go beyond the disclosure In the 
intemationai application as filed has been fumished. 

the statement tiiat the information recorded in computer readable form is identical to the written sequence listing has been 
fumished 



2. 
3. 



I I Certain claims were found unsearchable (See Box I). 
rn Unity of invention is lacking (see Box 11). 

With regard to tiie title, 

pn the text Is approved as submitted by the applicant. 

I I the text has been established by this Authority to read as follows: 



5. With regard to the abstract, 

pn tiie text is approved as submitted by the applicant 

I I the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box 111. The applicant may. 
' — ' wittiin one month from the date of mailing of this intemationai search report, submit comnnents to tnts Auttiority. 

6. The figure of the drawings to be published with tt^e abstiBct is Figure No. = 



I I as suggested by the applicant. None of the figures. 

I I because the applicant failed to suggest a figure. 

I I because this figure better characterizes the invention. 
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